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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )£3 Responsive to communication(s) filed on 07 August 2006 . 
2a)S This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) £3 Claim(s) ±J_ is/are pending in the application. 

4a) Of the above claim(s) 4-5. 7 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [>3 Claim(s) 1-3 and 6 is/are rejected. 

7) IEI Claim(s) 1-3, 6 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) CD The specification is objected to by the Examiner. 

10)CD The drawing(s) filed on is/are: a)CD accepted or b)CD objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing* sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)CD Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)CD All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 

3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Art Unit: 1614 

DETAILED ACTION 
Status of Action 

Claims 1-3 and 6 are examined. 



An examination of this application reveals that applicant is unfamiliar with patent 
prosecution procedure. While an inventor may prosecute the application, lack of skill in 
this field usually acts as a liability in affording the maximum protection for the invention 
disclosed. Applicant is advised to secure the services of a registered patent attorney or 
agent to prosecute the application; since the value of a patent is largely dependent upon 
skilled preparation and prosecution. The Office cannot aid in selecting an attorney or 
agent. 

A listing of registered patent attorneys and agents is available on the USPTO 
Internet web site http://www.uspto.gov in the Site Index under "Attorney and Agent 
Roster." Applicants may also obtain a list of registered patent attorneys and agents 
located in their area by writing to the Mail Stop OED, Director of the U. S. Patent and 
Trademark Office, PO Box 1450, Alexandria, VA 22313-1450. 

A patent, US Patent No. 6548540, has been provided with this Action to 
demonstrate how claims are generally written. This patent is for informational purposes 
only. 
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Applicant has presented new claims, numbered 1-6 and a new Specification in 
the response filed 7 August 2006. New claims 1-6 have been renumbered 2-7. 

Applicant's arguments, see response, filed 7 August 2006, have been fully 
considered but are not persuasive. Therefore, the rejection made in the prior Office 
Action are maintained and reproduced here for Applicant's convenience. Additionally 
new ground(s) of rejection are made in response to Applicant's amended claims and 
Specification. Any rejection not specifically stated in this Office Action has been - 
withdrawn. 

Election/Restrictions 

Newly submitted claims 4-5 and 7 (as newly numbered and 3-4 and 6 as filed by 
Applicant) are directed to an invention that is independent or distinct from the invention 
originally claimed for the following reasons: claims 4-5 are directed to a product 
whereas original claim 1 is directed to a process of using a product wherein the product 
can be used for a different purpose, i.e a local anaesthetic. Claim 7 is arguably directed 
to a method of making a product which is distinct since there are multiple ways to purify 
an active agent. Since applicant has received an action on the merits for the originally 
presented invention, this invention has been constructively elected by original 
presentation for prosecution on the merits. Accordingly, claims 4-5 and 7 are withdrawn 
from consideration as being directed to a non-elected invention. See 37 CFR 1 .142(b) 
and MPEP§ 821.03. 
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Maintained Claim Objections 

Claim 1 (original) is objected to because of the following informalities: The 
claim(s) are narrative in form and replete with indefinite and functional or operational 
language. The claim(s) must be in one sentence form only. Note the format of the 
claims in the patent(s) cited. In other words, it may be helpful to look at some patents 
and see how claims are written. Note that claims are always one sentence long and 
have a defined subject matter as which the Applicant believes is her/his invention. 
Appropriate correction is required. 

New Claim Objections 

Claims 2-3 and 6 are objected to because of the following informalities: The 
claim(s) are narrative in form and replete with indefinite and functional or operational 
language. The claim(s) must be in one sentence form only. Note the format of the 
claims in the patent(s) cited. In other words, it may be helpful to look at some patents 
and see how claims are written. Note that claims are always one sentence long and 
have a defined subject matter as which the Applicant believes is her/his invention. 
Appropriate correction is required. 

New Claim Objections 

The numbering of claims is not in accordance with 37 CFR 1.126 which requires 
the original numbering of the claims to be preserved throughout the prosecution. When 
claims are canceled, the remaining claims must not be renumbered. When new claims 
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are presented, they must be numbered consecutively beginning with the number next 
following the highest numbered claims previously presented (whether entered or not). 
Additionally, the status of the claim must be presented with each claim. 

For example, misnumbered claims 1-6 should have been renumbered 2-7 with 
the cancellation of original claim 1 (if that is what Applicant intended). 

Specification (New Objection) 

The amendment filed 7 August 2006 is objected to under 35 U.S.C. 132(a) 
because it introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no 
amendment shall introduce new matter into the disclosure of the invention. The added 
material which is not supported by the original disclosure is as follows: pages 12-13 are 
newly added and include information regarding family history. Otherwise, the remainder 
of the Specification appears to be that which was originally filed. 

Applicant is required to cancel the new matter in the reply to this Office Action. 

Maintained Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-3 and 6 are rejected under 35 U.S.C. 101 because the claimed 
recitation of a use, without setting forth any steps involved in the process, results in an 
improper definition of a process, i.e., results in a claim which is not a proper process 
claim under 35 U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 
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1967) and Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 
1966). Attempts to claim a process without setting forth any steps involved in the 
process generally raises an issue of indefiniteness under 35 U.S.C. 112, second 
paragraph. For example, a claim which read: "A process for using monoclonal 
antibodies of claim 4 to isolate and purify human fibroblast interferon." was held to be 
indefinite because it merely recites a use without any active, positive steps delimiting 
how this use is actually practiced. Ex parte Erlich, 3 USPQ2d 1011 (Bd. Pat. App. & 
Inter. 1986). In other words, claims cannot be directed to the "use" of an invention. In 
this case, it appears that the claim is directed to a method of treatment or a method of 
treating. To that extent, the claim can be written as, for example, a "method of treating 
asthmatic tumors comprising 

Other decisions suggest that a more appropriate basis for this type of rejection is 
35 U.S.C. 101. In Ex parte Dunki, 153 USPQ 678 (Bd. App. 1967), the Board held the 
following claim to be an improper definition of a process: "The use of a high carbon 
austenitic iron alloy having a proportion of free carbon as a vehicle brake part subject to 
stress by sliding friction." In Clinical Products Ltd. v. Brenner, 255 F. Supp. 131, 149 
USPQ 475 (D.D.C. 1 966), the district court held the following claim was definite, but that 
it was not a proper process claim* under 35 U.S.C. 101 : "The use of a sustained release 
therapeutic agent in the body of ephedrine absorbed upon polystyrene sulfonic acid." 
Although a claim should be interpreted in light of the specification disclosure, it is 
generally considered improper to read limitations contained in the specification into the 
claims. See In re Prater, 415 F.2d 1393, 162 USPQ 541 (CCPA 1969) and In re 
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Winkhaus, 527 F.2d 637, 188 USPQ 129 (CCPA 1975), which discuss the premise that 
one cannot rely on the specification to impart limitations to the claim that are not recited 
in the claim. 

Maintained Claim Rejections - 35 USC §112- 1 st Paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-3 and 6 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

Factors to be considered in determining whether a disclosure would require 
undue experimentation have been summarized in Ex parte Forman , 230 USPQ 546 
(BPAI 1986) and reiterated by the Court of Appeals in In re Wands , 8 USPQ2nd 1400 at 
1404 (CAFC 1988). The factors to be considered in determining whether undue 
experimentation is required include: (1 ) the quantity of experimentation necessary, (2) 
the amount or direction presented, (3) the presence or absence of working examples, 
(4) the nature of the invention, (5) the state of the prior art, (6) the relative skill of those 
in the art, (7) the predictability or unpredictability of the art, and (8) the breadth of the 
claims. 
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In other words, the law requires that the Patent Office consider items 1-8 above 
and decide weather or not an invention is supported with background information that 
would teach/instruct one of ordinary skill in the art to make and use the invention that 
the Applicant is claiming. For example, in this case, the Applicant would need to make 
a connection between the treatment of asthma and/or associated tumors, wherein that 
evidence is more than conjecture. For example, an explanation which is based on 
scientific evidence or an explained mechanism of action may form a connection 
between the claimed active, cocaine, and the claimed method of treating. 

As long as the specification discloses at least one method for making and using 
the claimed invention that bears a reasonable correlation to the entire scope of the 
claim, then the enablement requirement of 35 U.S.C. §112 is satisfied. In re Fisher, 427 
F.2d 833, 839, 166 USPQ 18, 24 (CCPA 1970). To that extent, if little is known in the 
prior art about the nature of the invention and the art is unpredictable, the specification 
would need more detail as to how to make and use the invention in order to be 
enabling. See, e.g., Chiron Corp. v. Genentech Inc., 363 F.3d 1247, 1254, 70 USPQ2d 
1321, 1326 (Fed. Cir. 2004) ("Nascent technology, however, must be enabled with a 
specific and useful teaching.' The law requires an enabling disclosure for nascent 
technology because a person of ordinary skill in the art has little or no knowledge 
independent from the patentee's instruction. Thus, the public's end of the bargain struck 
by the patent system is a full enabling disclosure of the claimed technology." And, in 
this case, since the compounds are novel, there is a lack of predictability. The 
"predictability or lack thereof in the art refers to the ability of one skilled in the art to 
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extrapolate the disclosed or known results to the claimed invention. If one skilled in the 
art can readily anticipate the effect of a change within the subject matter to which the 
claimed invention pertains, then there is predictability in the art. On the other hand, if 
one skilled in the art cannot readily anticipate the effect of a change within the subject 
matter to which that claimed invention pertains, then there is lack of predictability in the 
art. Accordingly, what is known in the art provides evidence as to the question of 
predictability. 

The requirement for enablement varies inversely with the degree of predictability 
involved, but even in unpredictable arts, a disclosure of every operable species is not 
required. A single embodiment may provide broad enablement in cases involving 
predictable factors, such as mechanical or electrical elements. However, in applications 
directed to inventions in arts where the results are unpredictable, the disclosure of a 
single species usually does not provide an adequate basis to support generic claims. In 
cases involving unpredictable factors, such as most chemical reactions and 
physiological activity, more may be required. In re Fisher, 427 F.2d 833, 839, 166 
USPQ 18, 24 (CCPA 1970) (contrasting mechanical and electrical elements with 
chemical reactions and physiological activity). In the instant case, the method of 
treating tumors with cocaine seems to be an unexplored concept and therefore a 
method of treating cancer or tumors with cocaine would need to be clearly exemplified 
and documented. Anecdotal evidence absent a reasonable scientific explanation for the 
method is insufficient to enable one of ordinary skill in the art to make and use the 
method as claimed. 
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Claims 1-3 and 6 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

As a general matter, evidence of pharmacological or other biological activity of a 
compound will be relevant to an asserted therapeutic use if there is a reasonable 
correlation between the activity in question and the asserted utility. An applicant can 
establish this reasonable correlation by relying on statistically relevant data 
documenting the activity of a compound or composition, arguments or reasoning, 
documentary evidence (e.g., articles in scientific journals), or any combination thereof. 
The applicant does not have to prove that a correlation exists between a particular 
activity and an asserted therapeutic use of a compound as a matter of statistical 
certainty, nor does he or she have to provide actual evidence of success in treating 
humans where such a utility is asserted. Instead, as the courts have repeatedly held, all 
that is required is a reasonable correlation between the activity and the asserted use. 
For example, if reasonably correlated to the particular therapeutic or pharmacological 
utility, data generated using in vitro assays) or from testing in an animal model or a 
combination thereof almost invariably will be sufficient to establish therapeutic or 
pharmacological utility for a compound, composition or process. Since there is no 
pharmacological data in the Specification nor any reasonable correlation between the 
free basing of cocaine and treatment of non-specific tumors the rejection is proper. 
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Claim Rejections - 35 USC §112 2 nd Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 1 (original) provides for the use of cocaine, but, since the claim does not 
set forth any steps involved in the method/process, it is unclear what method/process 
applicant is intending to encompass. A claim is indefinite where it merely recites a use 
without any active, positive steps delimiting how this use is actually practiced. 

In other words, claims cannot be directed to the "use" of an invention. In this 
case, it appears that the claim is directed to a method of treatment or a method of 
treating. To that extent, the claim can be written as, for example, a "method of treating 
asthmatic tumors comprising.;.". 

Conclusion 

No claim is allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michel Graffeo whose telephone number is 571-272- 
8505. The examiner can normally be reached on 9am to 5:30pm Monday to Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
22 February 2007 



MG 



ARDIN H. MARSCHEL 
SUPERVISORY PATENT EXAMINER 




